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f four jumbo jets fi lled with 
passengers crashed every 
day for a year, killing every-
one on board, wouldn’t we 
mobilize as a community 

and do something about it? Th at’s 
the same amount of people who die 
annually from heart disease. Over 80 
percent of these deaths can be prevent-
ed, but despite having the tools to avert 
this hypothetical crash, our patients 
continue to board the plane. 

Heart disease is the underlying 
cause of one in three U.S. deaths and 
kills more Americans a year than all 
forms of cancer combined—and yet 
people still fear cancer more. Th e 
healthcare community has made 
signifi cant strides in raising awareness 
of heart disease and cholesterol, but 
a recent survey conducted by MDVIP 
and Ipsos found that Americans still 
need help digesting the information 
and understanding their personal risk. 

❚ 62 percent of survey respondents 

failed a Heart Attack IQ quiz, 

proving an overall lack of 

knowledge about heart disease, 

risk factors, and prevention.

❚ Only 42 percent have asked 

their primary care doctors (PCP) 

for advice on prevention or 

management.

❚ Only 42 percent have been 

coached by their PCP on specifi c 

lifestyle habits that can help 

prevent or manage heart disease, 

such as diet, exercise, and 

meditation.

So how can we, as medical
professionals, support our patients?  

DISPEL HEART DISEASE MYTHS
One reason we continue to see cardio-
vascular events is that we focus on im-
proving our patients’ low-density lipo-
protein (LDL) levels, often skimming 
over other important factors such as 
saturated fats and infl ammation. 

According to the survey, more than 
half of Americans believe that people 
with heart disease should eat as little 
fat as possible—they don’t understand 
that unsaturated fats can actually 
help reduce their risk. In addition, 
three-quarters of Americans don’t 
know that most heart attacks occur 
in people with normal cholesterol 
levels, and only 35 percent are aware 
that infl ammation is the trigger for 
most heart attacks. So not only do we 
need to dispel the misconception that 

cholesterol is the best indicator for 
heart disease risk, we also need more 
education about infl ammation.

KEEP PATIENTS UP-TO-DATE 
ON SCREENINGS
Off ering more comprehensive heart 
screenings and speaking with patients 
about their personal risk is the fi rst 
step in heart attack prevention. Ac-
cording to the survey, only 14 percent 
of Americans had their infl ammato-
ry markers checked within the last 
year, while 54 percent have had their 
cholesterol levels checked. In addition, 
doctors should consider ordering a 
patient’s bloodwork in advance of 
his or her appointment, so they can 
review the results face-to-face with the 
patient and answer any questions the 
patient may have. 

CREATE PLANS FOR 
A HEALTHIER LIFESTYLE
More research has found that heart 
disease can aff ect anyone at any age. 
Lifestyle changes, including diet, 
exercise, sleep, and stress management 
can make a signifi cant diff erence in 
preventing and even reversing heart 
disease. Th erefore, we need to help 
our patients create a lifestyle plan for 
optimizing their heart health—and 
this includes our younger patients, 
since the decisions they make in their 
20s and 30s will aff ect them decades 
later. 

Andrea Klemes, DO, FACE, is chief medical 

officer for MDVIP. 

I

How we can stop America’s silent killer

“Offering more 
comprehensive 
heart screenings 
and speaking with 
patients about their 
personal risk is the 
fi rst step in heart 
attack prevention.”

READ MORE Get rid of prior authorizations  PAGE 30
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Physician-run podcasts: Behind the scenes
Several physicians are hosting podcasts, a 

relatively new type of media program that 

is growing in popularity.  Podcasts are radio 

shows, usually accessed by subscription or 

through media applications, which feature 

programs on a number of topics. Interviews, 

instructional segments, and in-depth docu-

mentaries are among the varied types of pro-

grams available on podcast channels. 

Ni-Daako Darko, DO, a trauma surgeon 

in Altoona, Pa., runs the popular Docs Out-

side the Box podcast. He features interviews 

with physicians who have explored their tal-

ents in unexpected ways, such as writing for 

television. He was inspired to start the pod-

cast because he felt that, as a doctor, he was 

not in complete control over his life and he 

had not explored other talents he knew he 

had. “I was in a box, so, I got a microphone, 

connected it to my laptop and created Docs 

Outside the Box,” Darko says. He explains that 

he went through a good deal of trial and error 

when he started. “Th ere were great podcasts 

and some pretty bad podcasts out there. With 

that in mind, I fi gured there was room for me 

to make a bunch of mistakes,” he says. 

Carrie Reynolds, MD, a pediatric gastro-

enterologist in Denver, Colo., runs the Hippo-

cratic Hustle, a well-known podcast. Original-

ly, she started the Hippocratic Hustle podcast 

to share the stories of women physicians who 

were practicing their careers creatively. She 

noticed that these stories had an overarch-

ing theme. “My guests had found freedom, 

and were practicing their pursuits creative-

ly,” Reynolds says. And this inspired her to 

use the podcast as mission to help women 

physicians achieve fi nancial independence 

(FI). “Th e FI message is important, because 

it gives us freedom to choose our lifestyle 

and work environment,” she says. Reynolds 

learned how to build her podcast by listening 

to podcasts about podcasting, and she noted 

that one of them in particular, Audacity to 

Podcast, was the most helpful. She now par-

ticipates in a mastermind group run by Elsie 

Escobar, one of the founders of ShePodcasts, 

a Facebook group for women podcasters. 

MedicalEconomics.com Bloggers

“Primary care 
physicians are trapped 
in a non-sustainable 
business model forcing 
them to see too many 
patients per day—all 
while reeling under 
the constraints of 
government and insurer 
rules, regulations, and 
responsibilities that 
take time away from 
patients. Th ere is no 
time for developing 
a close trusting 
relationship so critical 
to eff ective care.”

—Stephen C. Schimpff, MD, on 

why primary care physicians 

should consider direct primary 

care 

“Th ere’s no need to 
ever feel stuck in a 
suboptimal situation. 
Every healthcare facility 
has pros and cons—but 
doctors who choose to 
spread their wings can 
make sure to get the best 
possible deal.”

— Suneel Dhand, MD, on how 

doctors can get off the corporate 

treadmill 
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  Flu season less severe than last

  Early oseltamivir treatment associated with 30 
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  MORE ONLINE   To read more, visit bit.ly/physician-run-podcasts

Slideshow spotlight

Ten wearable devices 
physicians should watch for
As more apps come to market, wearable users look 

for more sophisticated devices. Here are 10 of them.

To view, visit bit.ly/10-wearable-devices
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Placebo STEGLATRO
5 mg

STEGLATRO
15 mg

–0.8

DIFFERENCE FROM PLACEBO, %

with STEGLATRO

A1C LOWERING

As an adjunct to diet and exercise
for appropriate adults with type 2 diabetes

POWERFUL

STATISTICALLY SIGNIFICANT REDUCTIONS IN A1C WHEN ADDED

a N includes all randomized and treated patients with a baseline measurement of the outcome variable. At week 26, the primary A1C 

end point was missing for 10%, 11%, and 7% of patients, and during the trial, rescue medication was initiated by 16%, 1%, and 2% 

of patients randomized to placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively. Missing week 26 measurements were 

imputed using multiple imputation with a mean equal to the baseline value of the patient. 

Results include measurements collected after initiation of rescue medication. For those patients who did not receive rescue medication 

and had values measured at 26 weeks, the mean changes from baseline for A1C were –0.2%, –0.8%, and –0.9% for placebo, 

STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively.

b Intent-to-treat analysis using ANCOVA adjusted for baseline value, prior antihyperglycemic medication, and baseline estimated 

glomerular filtration rate (eGFR).

 ANCOVA=analysis of covariance; BL=baseline; LS=least squares.

Primary end point: A1C change from baseline at week 26



Study design: 463 adults with type 2 diabetes, inadequately controlled (A1C between 7% and 10.5%) on metformin 
(≥1500 mg/day for ≥8 weeks) and sitagliptin 100 mg once daily participated in a randomized, double-blind, multicenter, 
26-week, placebo-controlled study to evaluate the efficacy and safety of STEGLATRO. Study subjects were randomized to 
STEGLATRO 5 mg, STEGLATRO 15 mg, or placebo administered once daily in addition to continuation of background 
metformin and sitagliptin therapy. The primary efficacy end point was the change from baseline in A1C at week 26.

STEGLATRO is indicated as an adjunct to diet and exercise for appropriate adults with type 2 diabetes. STEGLATRO is not 
recommended in patients with type 1 diabetes mellitus or for the treatment of diabetic ketoacidosis.

SELECTED SAFETY INFORMATION
Contraindications: STEGLATRO is contraindicated in patients with severe renal impairment, end-stage renal disease, or on 
dialysis, and/or a history of a serious hypersensitivity reaction to ertugliflozin. 

Hypotension: STEGLATRO causes intravascular volume contraction. Symptomatic hypotension may occur after initiating 
STEGLATRO, particularly in patients with impaired renal function (estimated glomerular filtration rate [eGFR] less than 
60 mL/min/1.73 m2), elderly patients (≥65 years), patients with low systolic blood pressure, or patients on diuretics. Before 
initiating STEGLATRO, volume status should be assessed and corrected if indicated. Monitor for signs and symptoms after 
initiating therapy. 

Ketoacidosis: Ketoacidosis, a serious life-threatening condition requiring urgent hospitalization, has been reported in patients 
with type 1 and type 2 diabetes receiving sodium glucose co-transporter 2 (SGLT2) inhibitors, including STEGLATRO. Some 
cases were fatal. Assess patients with signs and symptoms of metabolic acidosis for ketoacidosis, regardless of blood 
glucose level. If ketoacidosis is suspected, STEGLATRO should be discontinued, patients should be evaluated, and prompt 
treatment should be instituted. Before initiating STEGLATRO, consider risk factors for ketoacidosis, including pancreatic insulin 
deficiency from any cause, caloric restriction, and alcohol abuse. In patients treated with STEGLATRO, consider monitoring for 
ketoacidosis and temporarily discontinuing STEGLATRO in clinical situations known to predispose to ketoacidosis
(eg, prolonged fasting due to acute illness or surgery).

Additional Selected Safety Information on next page.  

TO METFORMIN AND SITAGLIPTINa,b

http://SteglatroHCP.com


SteglatroHCP.com
Choose STEGLATRO™ (ertugliflozin) for 

appropriate adults with type 2 diabetes

STEGLATRO is indicated as an adjunct to diet and exercise to improve glycemic 
control in adults with type 2 diabetes mellitus. STEGLATRO is not recommended 
in patients with type 1 diabetes mellitus or for the treatment of diabetic ketoacidosis.

SELECTED SAFETY INFORMATION (continued)
Acute Kidney Injury and Impairment in Renal Function: STEGLATRO causes intravascular volume contraction and can cause 
renal impairment. There have been postmarketing reports of acute kidney injury, some requiring hospitalization and dialysis, in 
patients receiving SGLT2 inhibitors. Before initiating STEGLATRO, consider factors that may predispose patients to acute kidney 
injury. Consider temporarily discontinuing STEGLATRO in any setting of reduced oral intake or fluid losses; monitor patients for 
signs and symptoms of acute kidney injury. If acute kidney injury occurs, discontinue STEGLATRO promptly and institute treatment.

STEGLATRO increases serum creatinine and decreases eGFR. Patients with moderate renal impairment (eGFR 30 to less than 
60 mL/min/1.73 m2) may be more susceptible to these changes. Renal function abnormalities can occur after initiating 
STEGLATRO. Renal function should be evaluated prior to initiating STEGLATRO and periodically thereafter. Use of STEGLATRO is 
not recommended when eGFR is persistently between 30 and less than 60 mL/min/1.73 m2 and is contraindicated in patients 
with an eGFR less than 30 mL/min/1.73 m2.

Urosepsis and Pyelonephritis: There have been postmarketing reports of serious urinary tract infections, including urosepsis and 
pyelonephritis, requiring hospitalization in patients receiving SGLT2 inhibitors. Cases of pyelonephritis also have been reported 
in patients treated with STEGLATRO in clinical trials. Treatment with SGLT2 inhibitors increases the risk for urinary tract infections. 
Evaluate patients for signs and symptoms of urinary tract infections and treat promptly, if indicated.

Lower Limb Amputations: An increased risk for lower limb amputation has been observed in clinical studies with another SGLT2 
inhibitor. Across seven Phase 3 clinical trials with STEGLATRO, nontraumatic lower limb amputations were reported in 1 (0.1%) 
patient in the comparator group, 3 (0.2%) patients in the STEGLATRO 5-mg group, and 8 (0.5%) patients in the STEGLATRO
15-mg group. A causal association between STEGLATRO and lower limb amputation has not been definitively established. 
Before initiating STEGLATRO, consider factors that may predispose patients to the need for amputations. Monitor patients and 
discontinue STEGLATRO if complications occur. Counsel patients about the importance of routine preventative foot care.

Hypoglycemia With Concomitant Use With Insulin and Insulin Secretagogues: Insulin and insulin secretagogues (eg, sulfonylurea) 
are known to cause hypoglycemia. STEGLATRO may increase the risk of hypoglycemia when used in combination with insulin 
and/or an insulin secretagogue. Therefore, a lower dose of insulin or insulin secretagogue may be required to minimize the risk 
of hypoglycemia when used in combination with STEGLATRO.

Necrotizing Fasciitis of the Perineum (Fournier’s Gangrene): A rare but serious and life-threatening necrotizing infection requiring 
urgent surgical intervention has been reported in post-marketing surveillance in females and males with diabetes mellitus receiving 
SGLT2 inhibitors. Serious outcomes have included hospitalization, multiple surgeries, and death. Patients treated with STEGLATRO 
presenting with pain or tenderness, erythema, or swelling in the genital or perineal area, along with fever or malaise, should 
be assessed for necrotizing fasciitis. If suspected, start treatment immediately with broad-spectrum antibiotics and, if necessary, 
surgical debridement. Discontinue STEGLATRO, closely monitor blood glucose levels, and provide appropriate alternative therapy 
for glycemic control.

Genital Mycotic Infections: STEGLATRO increases the risk of genital mycotic infections. Patients who have a history of genital 
mycotic infections or who are uncircumcised are more likely to develop genital mycotic infections. Monitor and treat appropriately.

Increases in Low-Density Lipoprotein Cholesterol (LDL-C): Dose-related increases in LDL-C can occur with STEGLATRO. Monitor 
and treat as appropriate.

Macrovascular Outcomes: There have been no clinical studies establishing conclusive evidence of macrovascular risk reduction 
with STEGLATRO.

The most common adverse reactions associated with STEGLATRO (≥5%) were female genital mycotic infections.

Please read the adjacent Brief Summary of the Prescribing Information.

Copyright © 2019 Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.
All rights reserved. US-STE-00196 01/19
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Brief Summary of the Prescribing Information

STEGLATRO™ (ertugliflozin) 5 mg, 15 mg tablets

INDICATIONS AND USAGE

STEGLATRO™ is indicated as an adjunct to diet and exercise to improve glycemic control in adults 
with type 2 diabetes mellitus.

Limitations of Use

• STEGLATRO is not recommended in patients with type 1 diabetes mellitus or for the treatment 
of diabetic ketoacidosis.

DOSAGE AND ADMINISTRATION

Recommended Dosage. The recommended starting dose of STEGLATRO is 5 mg once daily, 
taken in the morning, with or without food. In patients tolerating STEGLATRO 5 mg once daily, the 
dose may be increased to a maximum recommended dose of 15 mg once daily if additional glycemic 
control is needed. In patients with volume depletion, correct this condition prior to initiation of 
STEGLATRO [see Warnings and Precautions]. 

Patients with Renal Impairment. Assess renal function prior to initiation of STEGLATRO 
and periodically thereafter [see Warnings and Precautions]. Use of STEGLATRO is contraindicated 
in patients with an eGFR less than 30 mL/minute/1.73 m2 [see Contraindications]. Initiation of 
STEGLATRO is not recommended in patients with an eGFR of 30 mL/minute/1.73 m2 to less than 
60 mL/minute/1.73 m2 [see Warnings and Precautions and Use in Specific Populations]. Continued 
use of STEGLATRO is not recommended when eGFR is persistently between 30 and less than 
60 mL/minute/1.73 m2. No dose adjustment is needed in patients with mild renal impairment.

CONTRAINDICATIONS

• Severe renal impairment, end-stage renal disease (ESRD), or dialysis [see Warnings and

Precautions and Use in Specific Populations].

• History of a serious hypersensitivity reaction to STEGLATRO.

WARNINGS AND PRECAUTIONS

Hypotension. STEGLATRO causes intravascular volume contraction. Therefore, symptomatic 
hypotension may occur after initiating STEGLATRO [see Adverse Reactions] particularly in 
patients with impaired renal function (eGFR less than 60 mL/min/1.73 m2) [see Use in Specific 

Populations], elderly patients (≥65 years), in patients with low systolic blood pressure, and in 
patients on diuretics. Before initiating STEGLATRO, volume status should be assessed and corrected if 
indicated. Monitor for signs and symptoms of hypotension after initiating therapy.

Ketoacidosis. Reports of ketoacidosis, a serious life-threatening condition requiring urgent 
hospitalization, have been identified in clinical trials and postmarketing surveillance in patients with 
type 1 and type 2 diabetes mellitus receiving sodium glucose co-transporter-2 (SGLT2) inhibitors 
and cases have been reported in STEGLATRO-treated patients in clinical trials. Across the clinical 
program, ketoacidosis was identified in 3 of 3,409 (0.1%) of STEGLATRO-treated patients and 0% 
of comparator-treated patients. Fatal cases of ketoacidosis have been reported in patients taking 
SGLT2 inhibitors. STEGLATRO is not indicated for the treatment of patients with type 1 diabetes 
mellitus [see Indications and Usage].

Patients treated with STEGLATRO who present with signs and symptoms consistent with severe 
metabolic acidosis should be assessed for ketoacidosis regardless of presenting blood glucose levels, 
as ketoacidosis associated with STEGLATRO may be present even if blood glucose levels are less 
than 250 mg/dL. If ketoacidosis is suspected, STEGLATRO should be discontinued, patient should be 
evaluated, and prompt treatment should be instituted. Treatment of ketoacidosis may require insulin, 
fluid and carbohydrate replacement. 

In many of the reported cases, and particularly in patients with type 1 diabetes, the presence of 
ketoacidosis was not immediately recognized and institution of treatment was delayed because 
presenting blood glucose levels were below those typically expected for diabetic ketoacidosis (often 
less than 250 mg/dL). Signs and symptoms at presentation were consistent with dehydration and 
severe metabolic acidosis and included nausea, vomiting, abdominal pain, generalized malaise, and 
shortness of breath. In some but not all cases, factors predisposing to ketoacidosis such as insulin 
dose reduction, acute febrile illness, reduced caloric intake due to illness or surgery, pancreatic 
disorders suggesting insulin deficiency (e.g., type 1 diabetes, history of pancreatitis or pancreatic 
surgery), and alcohol abuse were identified.

Before initiating STEGLATRO, consider factors in the patient history that may predispose to 
ketoacidosis, including pancreatic insulin deficiency from any cause, caloric restriction, and alcohol 
abuse. In patients treated with STEGLATRO consider monitoring for ketoacidosis and temporarily 
discontinuing STEGLATRO in clinical situations known to predispose to ketoacidosis (e.g., prolonged 
fasting due to acute illness or surgery).

Acute Kidney Injury and Impairment in Renal Function. STEGLATRO causes intravascular 
volume contraction and can cause renal impairment [see Adverse Reactions]. There have been 
postmarketing reports of acute kidney injury some requiring hospitalization and dialysis in patients 
receiving SGLT2 inhibitors.

Before initiating STEGLATRO, consider factors that may predispose patients to acute kidney injury 
including hypovolemia, chronic renal insufficiency, congestive heart failure and concomitant 
medications (diuretics, ACE inhibitors, ARBs, NSAIDs). Consider temporarily discontinuing STEGLATRO 
in any setting of reduced oral intake (such as acute illness or fasting) or fluid losses (such as 
gastrointestinal illness or excessive heat exposure); monitor patients for signs and symptoms of 
acute kidney injury. If acute kidney injury occurs, discontinue STEGLATRO promptly and institute 
treatment.

STEGLATRO increases serum creatinine and decreases eGFR. Patients with moderate renal impairment 
(eGFR 30 to less than 60 mL/min/1.73 m2) may be more susceptible to these changes. Renal 
function abnormalities can occur after initiating STEGLATRO [see Adverse Reactions]. Renal function 
should be evaluated prior to initiating STEGLATRO and periodically thereafter. Use of STEGLATRO 
is not recommended when eGFR is persistently between 30 and less than 60 mL/min/1.73 m2 
and is contraindicated in patients with an eGFR less than 30 mL/min/1.73 m2 [see Dosage and 

Administration, Contraindications, and Use in Specific Populations].

Urosepsis and Pyelonephritis. There have been postmarketing reports of serious urinary tract 
infections, including urosepsis and pyelonephritis, requiring hospitalization in patients receiving 
SGLT2 inhibitors. Cases of pyelonephritis also have been reported in STEGLATRO-treated patients in 
clinical trials. Treatment with SGLT2 inhibitors increases the risk for urinary tract infections. Evaluate 
patients for signs and symptoms of urinary tract infections and treat promptly, if indicated [see 

Adverse Reactions].

Lower Limb Amputation. An increased risk for lower limb amputation (primarily of the toe) has 
been observed in clinical studies with another SGLT2 inhibitor. Across seven Phase 3 clinical trials 
in the STEGLATRO development program, non-traumatic lower limb amputations were reported in 
1 (0.1%) patient in the comparator group, 3 (0.2%) patients in the STEGLATRO 5 mg group, and 
8 (0.5%) patients in the STEGLATRO 15 mg group. A causal association between STEGLATRO and 
lower limb amputation has not been definitively established.

Before initiating STEGLATRO, consider factors in the patient history that may predispose them to the 
need for amputations, such as a history of prior amputation, peripheral vascular disease, neuropathy 
and diabetic foot ulcers. Counsel patients about the importance of routine preventative foot care. 
Monitor patients receiving STEGLATRO for signs and symptoms of infection (including osteomyelitis), 
new pain or tenderness, sores or ulcers involving the lower limbs, and discontinue STEGLATRO if 
these complications occur.

Hypoglycemia with Concomitant Use with Insulin and Insulin Secretagogues. 
Insulin and insulin secretagogues (e.g., sulfonylurea) are known to cause hypoglycemia. STEGLATRO 
may increase the risk of hypoglycemia when used in combination with insulin and/or an insulin 
secretagogue [see Adverse Reactions]. Therefore, a lower dose of insulin or insulin secretagogue 
may be required to minimize the risk of hypoglycemia when used in combination with STEGLATRO.

Necrotizing Fasciitis of the Perineum (Fournier’s Gangrene). Reports of necrotizing  
fasciitis of the perineum (Fournier’s gangrene), a rare but serious and life-threatening necrotizing 
infection requiring urgent surgical intervention, have been identified in postmarketing surveillance in 
patients with diabetes mellitus receiving SGLT2 inhibitors. Cases have been reported in females and 
males. Serious outcomes have included hospitalization, multiple surgeries, and death. 

Patients treated with STEGLATRO presenting with pain or tenderness, erythema, or swelling in the  
genital or perineal area, along with fever or malaise, should be assessed for necrotizing fasciitis. If 
suspected, start treatment immediately with broad-spectrum antibiotics and, if necessary, surgical  
debridement. Discontinue STEGLATRO, closely monitor blood glucose levels, and provide appropriate  
alternative therapy for glycemic control.

Genital Mycotic Infections. STEGLATRO increases the risk of genital mycotic infections. Patients 
who have a history of genital mycotic infections or who are uncircumcised are more likely to develop 
genital mycotic infections [see Adverse Reactions]. Monitor and treat appropriately.

Increases in Low-Density Lipoprotein Cholesterol (LDL-C). Dose-related increases in 
LDL-C can occur with STEGLATRO [see Adverse Reactions]. Monitor and treat as appropriate.

Macrovascular Outcomes. There have been no clinical studies establishing conclusive evidence 
of macrovascular risk reduction with STEGLATRO.

ADVERSE REACTIONS

Clinical Trials Experience. Because clinical trials are conducted under widely varying conditions, 
adverse reaction rates observed in the clinical trials of a drug cannot be directly compared to rates in 
the clinical trials of another drug and may not reflect the rates observed in practice.

Pool of Placebo-Controlled Trials Evaluating STEGLATRO 5 and 15 mg. The data in Table 1 are derived 
from a pool of three 26-week, placebo-controlled trials. STEGLATRO was used as monotherapy in 
one trial and as add-on therapy in two trials. These data reflect exposure of 1,029 patients to 
STEGLATRO with a mean exposure duration of approximately 25 weeks. Patients received STEGLATRO 
5 mg (N=519), STEGLATRO 15 mg (N=510), or placebo (N=515) once daily. The mean age of 
the population was 57 years and 2% were older than 75 years of age. Fifty-three percent (53%) 
of the population was male and 73% were Caucasian, 15% were Asian, and 7% were Black or 
African American. At baseline the population had diabetes for an average of 7.5 years, had a mean 
HbA1c of 8.1%, and 19.4% had established microvascular complications of diabetes. Baseline renal 
function (mean eGFR 88.9 mL/min/1.73 m2) was normal or mildly impaired in 97% of patients 
and moderately impaired in 3% of patients.



Table 1 shows common adverse reactions associated with the use of STEGLATRO™ (ertugliflozin). 
These adverse reactions were not present at baseline, occurred more commonly on STEGLATRO 
than on placebo, and occurred in at least 2% of patients treated with either STEGLATRO 5 mg or 
STEGLATRO 15 mg.

Table 1: Adverse Reactions Reported in ≥2% of Patients with Type 2 Diabetes 
Mellitus Treated with STEGLATRO* and Greater than Placebo in Pooled Placebo-
Controlled Clinical Studies of STEGLATRO Monotherapy or Combination Therapy

* The three placebo controlled studies included one monotherapy trial and two add-on combination trials with metformin or with 

metformin and sitagliptin.
†  Includes: genital candidiasis, genital infection fungal, vaginal infection, vulvitis, vulvovaginal candidiasis, vulvovaginal mycotic 

infection, and vulvovaginitis. Percentages calculated with the number of female patients in each group as denominator: placebo

(N=235), STEGLATRO 5 mg (N=252), STEGLATRO 15 mg (N=245).
‡ Includes: balanitis candida, balanoposthitis, genital infection, and genital infection fungal. Percentages calculated with the 

number of male patients in each group as denominator: placebo (N=280), STEGLATRO 5 mg (N=267), 

STEGLATRO 15 mg (N=265).
§ Includes: cystitis, dysuria, streptococcal urinary tract infection, urethritis, urinary tract infection.
¶ Includes: vulvovaginal pruritus and pruritus genital. Percentages calculated with the number of female patients in each group as 

denominator: placebo (N=235), ertugliflozin 5 mg (N=252), ertugliflozin 15 mg (N=245).
# Includes: pollakiuria, micturition urgency, polyuria, urine output increased, and nocturia.
Þ Includes: thirst, dry mouth, polydipsia, and dry throat.

Volume Depletion. STEGLATRO causes an osmotic diuresis, which may lead to intravascular volume 
contraction and adverse reactions related to volume depletion, particularly in patients with impaired 
renal function (eGFR less than 60 mL/min/1.73 m2). In patients with moderate renal impairment, 
adverse reactions related to volume depletion (e.g., dehydration, dizziness postural, presyncope, 
syncope, hypotension, and orthostatic hypotension) were reported in 0%, 4.4%, and 1.9% of 
patients treated with placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively. STEGLATRO 
may also increase the risk of hypotension in other patients at risk for volume contraction [see Use in 

Specific Populations]. 

Ketoacidosis. Across the clinical program, ketoacidosis was identified in 3 of 3,409 (0.1%) 
ertugliflozin-treated patients and 0.0% of comparator-treated patients [see Warnings and 

Precautions].

Impairment in Renal Function. Treatment with STEGLATRO was associated with increases in serum 
creatinine and decreases in eGFR (see Table 2). Patients with moderate renal impairment at baseline 
had larger mean changes. In a study in patients with moderate renal impairment, these abnormal 
laboratory findings were observed to reverse after treatment discontinuation [see Use in Specific 

Populations].

Table 2: Changes from Baseline in Serum Creatinine and eGFR in the Pool of Three 
26-Week Placebo-Controlled Studies, and a 26-Week Moderate Renal Impairment 
Study in Patients with Type 2 Diabetes Mellitus

Renal-related adverse reactions (e.g., acute kidney injury, renal impairment, acute prerenal 
failure) may occur in patients treated with STEGLATRO, particularly in patients with moderate renal 
impairment where the incidence of renal-related adverse reactions was 0.6%, 2.5%, and 1.3% in 
patients treated with placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively.

Lower Limb Amputation. Across seven Phase 3 clinical trials in which STEGLATRO was studied as 
monotherapy and in combination with other antihyperglycemic agents, non-traumatic lower limb 
amputations occurred in 1 of 1,450 (0.1%) in the non-STEGLATRO group, 3 of 1,716 (0.2%) in the 
STEGLATRO 5 mg group, and 8 of 1,693 (0.5%) in the STEGLATRO 15 mg group.

Hypoglycemia. The incidence of hypoglycemia by study is shown in Table 3.

Table 3: Incidence of Overall* and Severe† Hypoglycemia in Placebo-Controlled 
Clinical Studies in Patients with Type 2 Diabetes Mellitus

 

* Overall hypoglycemic events: plasma or capillary glucose of less than or equal to 70 mg/dL.
†  Severe hypoglycemic events: required assistance, lost consciousness, or experienced a seizure regardless of blood glucose.

Number (%) of Patients

Placebo 
N = 515

STEGLATRO 
5 mg

N = 519

STEGLATRO 
15 mg 

N = 510

Female genital mycotic infections† 3.0% 9.1% 12.2%

Male genital mycotic infections‡ 0.4% 3.7% 4.2%

Urinary tract infections§ 3.9% 4.0% 4.1%

Headache 2.3% 3.5% 2.9%

Vaginal pruritus¶ 0.4% 2.8% 2.4%

Increased urination# 1.0% 2.7% 2.4%

Nasopharyngitis 2.3% 2.5% 2.0%

Back pain 2.3% 1.7% 2.5%

Weight decreased 1.0% 1.2% 2.4%

ThirstÞ 0.6% 2.7% 1.4%

Pool of 26-Week Placebo-Controlled 
Studies

Placebo 
N=515

STEGLATRO 
5 mg

N=519

STEGLATRO 
15 mg 
N=510

Baseline Mean
Creatinine (mg/dL) 0.83 0.82 0.82

eGFR (mL/min/1.73 m2) 89.5 88.2 89.0

Week 6 Change
Creatinine (mg/dL) 0.00 0.03 0.03

eGFR (mL/min/1.73 m2) -0.3 -2.7 -3.1

Week 26 Change
Creatinine (mg/dL) -0.01 0.00 0.01

eGFR (mL/min/1.73 m2) 0.7 0.5 -0.6

Monotherapy (26 weeks) Placebo 
(N = 153)

STEGLATRO 
5 mg

(N = 156)

STEGLATRO 
15 mg 

(N = 152)

Overall [N (%)] 1 (0.7) 4 (2.6) 4 (2.6)

Severe [N (%)] 0 (0.0) 0 (0.0) 2 (1.3)

Add-on Combination Therapy 
with Metformin (26 weeks)

Placebo 
(N = 209)

STEGLATRO 
5 mg

(N = 207)

STEGLATRO 
15 mg 

(N = 205)

Overall [N (%)] 9 (4.3) 15 (7.2) 16 (7.8)

Severe [N (%)] 1 (0.5) 1 (0.5) 0 (0.0)

Add-on Combination 
Therapy with Metformin and 
Sitagliptin (26 weeks)

Placebo 
(N = 153)

STEGLATRO 
5 mg

(N = 156)

STEGLATRO 
15 mg 

(N = 153)

Overall [N (%)] 5 (3.3) 7 (4.5) 3 (2.0)

Severe [N (%)] 1 (0.7) 1 (0.6) 0 (0.0)

In Combination with 
Insulin and/or an Insulin 
Secretagogue in Patients 
with Moderate Renal 
Impairment 

Placebo 
(N = 133)

STEGLATRO 
5 mg

(N = 148)

STEGLATRO 
15 mg 

(N = 143)

Overall [N (%)] 48 (36.1) 53 (35.8) 39 (27.3)

Severe [N (%)] 3 (2.3) 5 (3.4) 3 (2.1)

Moderate Renal Impairment Study

Placebo 
N=154

STEGLATRO 
5 mg

N=158

STEGLATRO 
15 mg 
N=155

Baseline
Creatinine (mg/dL) 1.39 1.38 1.37

eGFR (mL/min/1.73 m2) 46.0 46.8 46.9

Week 6 Change
Creatinine (mg/dL) -0.02 0.11 0.12

eGFR (mL/min/1.73 m2) 0.6 -3.2 -4.1

Week 26 Change
Creatinine (mg/dL) 0.02 0.08 0.10

eGFR (mL/min/1.73 m2) 0.0 -2.7 -2.6



Genital Mycotic Infections. In the pool of three placebo-controlled clinical trials, the incidence 
of female genital mycotic infections (e.g., genital candidiasis, genital infection fungal, vaginal 
infection, vulvitis, vulvovaginal candidiasis, vulvovaginal mycotic infection, vulvovaginitis) occurred 
in 3%, 9.1%, and 12.2% of females treated with placebo, STEGLATRO™ (ertugliflozin) 5 mg, and 
STEGLATRO 15 mg, respectively (see Table 1). In females, discontinuation due to genital mycotic 
infections occurred in 0% and 0.6% of patients treated with placebo and STEGLATRO, respectively.

In the same pool, male genital mycotic infections (e.g., balanitis candida, balanoposthitis, genital 
infection, genital infection fungal) occurred in 0.4%, 3.7%, and 4.2% of males treated with 
placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively (see Table 1). Male genital mycotic 
infections occurred more commonly in uncircumcised males. In males, discontinuations due to 
genital mycotic infections occurred in 0% and 0.2% of patients treated with placebo and STEGLATRO, 
respectively. Phimosis was reported in 8 of 1729 (0.5%) male ertugliflozin-treated patients, of 
which four required circumcision.

Laboratory Tests. 

Increases in Low-Density Lipoprotein Cholesterol (LDL-C). In the pool of three placebo-controlled 
trials, dose-related increases in LDL-C were observed in patients treated with STEGLATRO. Mean 
percent changes from baseline to Week 26 in LDL-C relative to placebo were 2.6% and 5.4% with 
STEGLATRO 5 mg and STEGLATRO 15 mg, respectively. The range of mean baseline LDL-C was 96.6 
to 97.7 mg/dL across treatment groups [see Warnings and Precautions]. 

Increases in Hemoglobin. In the pool of three placebo-controlled trials, mean changes (percent 
changes) from baseline to Week 26 in hemoglobin were -0.21 g/dL (-1.4%) with placebo, 
0.46 g/dL (3.5%) with STEGLATRO 5 mg, and 0.48 g/dL (3.5%) with STEGLATRO 15 mg. 
The range of mean baseline hemoglobin was 13.90 to 14.00 g/dL across treatment groups. At the 
end of treatment, 0.0%, 0.2%, and 0.4% of patients treated with placebo, STEGLATRO 5 mg, and 
STEGLATRO 15 mg, respectively, had a hemoglobin increase greater than 2 g/dL and above the 
upper limit of normal.

Increases in Serum Phosphate. In the pool of three placebo-controlled trials, mean changes 
(percent changes) from baseline in serum phosphate were 0.04 mg/dL (1.9%) with placebo, 
0.21 mg/dL (6.8%) with STEGLATRO 5 mg, and 0.26 mg/dL (8.5%) with STEGLATRO 15 mg. The 
range of mean baseline serum phosphate was 3.53 to 3.54 mg/dL across treatment groups. In 
a clinical trial of patients with moderate renal impairment, mean changes (percent changes) from 
baseline at Week 26 in serum phosphate were -0.01 mg/dL (0.8%) with placebo, 0.29 mg/dL 
(9.7%) with STEGLATRO 5 mg, and 0.24 mg/dL (7.8%) with STEGLATRO 15 mg.

DRUG INTERACTIONS

Concomitant Use with Insulin and Insulin Secretagogues. STEGLATRO may increase the 
risk of hypoglycemia when used in combination with insulin and/or an insulin secretagogue [see 

Adverse Reactions]. Therefore, a lower dose of insulin or insulin secretagogue may be required to 
minimize the risk of hypoglycemia when used in combination with STEGLATRO [see Warnings and 

Precautions].

Positive Urine Glucose Test. Monitoring glycemic control with urine glucose tests is not 
recommended in patients taking SGLT2 inhibitors as SGLT2 inhibitors increase urinary glucose 
excretion and will lead to positive urine glucose tests. Use alternative methods to monitor glycemic 
control.

Interference with 1,5-anhydroglucitol (1,5-AG) Assay. Monitoring glycemic control with 
1,5-AG assay is not recommended as measurements of 1,5-AG are unreliable in assessing glycemic 
control in patients taking SGLT2 inhibitors. Use alternative methods to monitor glycemic control.

USE IN SPECIFIC POPULATIONS

Pregnancy. 

Risk Summary. Based on animal data showing adverse renal effects, STEGLATRO is not recommended 
during the second and third trimesters of pregnancy. The limited available data with STEGLATRO in 
pregnant women are not sufficient to determine a drug-associated risk of adverse developmental 
outcomes. There are risks to the mother and fetus associated with poorly controlled diabetes in 
pregnancy (see Clinical Considerations).

In animal studies, adverse renal changes were observed in rats when ertugliflozin was administered 
during a period of renal development corresponding to the late second and third trimesters of 
human pregnancy. Doses approximately 13 times the maximum clinical dose caused renal pelvic and 
tubule dilatations and renal mineralization that were not fully reversible. There was no evidence of 
fetal harm in rats or rabbits at exposures of ertugliflozin approximately 300 times higher than the 
maximal clinical dose of 15 mg/day when administered during organogenesis (see Data).

The estimated background risk of major birth defects is 6-10% in women with pre-gestational 
diabetes with a HbA1c >7 and has been reported to be as high as 20-25% in women with 
HbA1c >10. The estimated background risk of miscarriage for the indicated population is unknown. 
In the U.S. general population, the estimated background risk of major birth defects and miscarriage 
in clinically recognized pregnancies is 2-4% and 15-20%, respectively.

Clinical Considerations.

Disease-Associated Maternal and/or Embryo/Fetal Risk. Poorly-controlled diabetes in pregnancy 
increases the maternal risk for diabetic ketoacidosis, pre-eclampsia, spontaneous abortions, preterm 
delivery, stillbirth, and delivery complications. Poorly controlled diabetes increases the fetal risk for 
major birth defects, stillbirth, and macrosomia related morbidity.

Data.

Animal Data. When ertugliflozin was orally administered to juvenile rats from PND 21 to PND 90, 
increased kidney weight, renal tubule and renal pelvis dilatation, and renal mineralization occurred 
at doses greater than or equal to 5 mg/kg (13-fold human exposures, based on AUC). These effects 
occurred with drug exposure during periods of renal development in rats that correspond to the late 
second and third trimester of human renal development, and did not fully reverse within a 1-month 
recovery period. 

In embryo-fetal development studies, ertugliflozin (50, 100 and 250 mg/kg/day) was 
administered orally to rats on gestation days 6 to 17 and to rabbits on gestation days 7 to 19. 
Ertugliflozin did not adversely affect developmental outcomes in rats and rabbits at maternal 
exposures that were approximately 300 times the human exposure at the maximum clinical dose 
of 15 mg/day, based on AUC. A maternally toxic dose (250 mg/kg/day) in rats (707 times 
the clinical dose), was associated with reduced fetal viability, and a higher incidence of a visceral 
malformation (membranous ventricular septal defect). In the pre- and post-natal development 
study in pregnant rats, ertugliflozin was administered to the dams from gestation day 6 through 
lactation day 21 (weaning). Decreased post-natal growth (weight gain) was observed at maternal 
doses ≥100 mg/kg/day (greater than or equal to 331 times the human exposure at the maximum 
clinical dose of 15 mg/day, based on AUC).

Lactation. 

Risk Summary. There is no information regarding the presence of STEGLATRO in human milk, the 
effects on the breastfed infant, or the effects on milk production. Ertugliflozin is present in the milk 
of lactating rats (see Data). Since human kidney maturation occurs in utero and during the first 
2 years of life when lactational exposure may occur, there may be risk to the developing human 
kidney. Because of the potential for serious adverse reactions in a breastfed infant, advise women 
that the use of STEGLATRO is not recommended while breastfeeding.

Data.

Animal Data. The lacteal excretion of radiolabeled ertugliflozin in lactating rats was evaluated 
10 to 12 days after parturition. Ertugliflozin derived radioactivity exposure in milk and plasma 
were similar, with a milk/plasma ratio of 1.07, based on AUC. Juvenile rats directly exposed 
to STEGLATRO during a developmental period corresponding to human kidney maturation were 
associated with a risk to the developing kidney (persistent increased organ weight, renal 
mineralization, and renal pelvic and tubular dilatations).

Pediatric Use. Safety and effectiveness of STEGLATRO in pediatric patients under 18 years of age 
have not been established.

Geriatric Use. No dosage adjustment of STEGLATRO is recommended based on age. Across the 
clinical program, a total of 876 (25.7%) patients treated with STEGLATRO were 65 years and older, 
and 152 (4.5%) patients treated with STEGLATRO were 75 years and older. Patients 65 years and 
older had a higher incidence of adverse reactions related to volume depletion compared to younger 
patients; events were reported in 1.1%, 2.2%, and 2.6% of patients treated with comparator, 
STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively [see Warnings and Precautions and Adverse 

Reactions]. STEGLATRO is expected to have diminished efficacy in elderly patients with renal 
impairment [see Use in Specific Populations]. 

Renal Impairment. The safety and efficacy of STEGLATRO have not been established in patients 
with type 2 diabetes mellitus and moderate renal impairment. Compared to placebo-treated patients, 
patients with moderate renal impairment treated with STEGLATRO did not have improvement in 
glycemic control, and had increased risks for renal impairment, renal-related adverse reactions and 
volume depletion adverse reactions [see Dosage and Administration, Warnings and Precautions and 

Adverse Reactions]. Therefore, STEGLATRO is not recommended in this population. STEGLATRO is 
contraindicated in patients with severe renal impairment, ESRD, or receiving dialysis. STEGLATRO 
is not expected to be effective in these patient populations [see Contraindications]. No dosage 
adjustment or increased monitoring is needed in patients with mild renal impairment.

Hepatic Impairment. No dosage adjustment of STEGLATRO is necessary in patients with mild 
or moderate hepatic impairment. Ertugliflozin has not been studied in patients with severe hepatic 
impairment and is not recommended for use in this patient population. 

OVERDOSAGE

In the event of an overdose with STEGLATRO, contact the Poison Control Center. Employ the 
usual supportive measures as dictated by the patient’s clinical status. Removal of ertugliflozin by 
hemodialysis has not been studied.

For more detailed information, please read the Prescribing Information. 
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would like to respond 
to the comments by 
Edward Volpintesta, 
MD, in the March 25, 
2019, issue. As a primary 

care physician myself, I would fi rst 
say that based on his response to Dr. 
Dinklage and his prior article in the 
American Journal of Medicine “Pri-
mary Care Training Must Change,” 
Dr. Volpintesta himself appears to 
have sold out his own profession. He 
seems to believe that his colleagues 
in primary care are all practicing 
as fi rst-aid stations, appeasing our pa-
tients until they can see a real physi-
cian with adequate training to handle 
the “life-threatening” problems. 

I myself see patients in the clinic, 
hospital, nursing home, and emer-
gency room. I practice obstetrics, 
including operative vaginal deliveries, 
cesarean deliveries, postpartum tubal 
ligations, versions, etc. I also do EGDs 
and colonoscopies. 

Physician training gives us a strong 
foundation of medical knowledge 
so that we know our limits, thus 
allowing us to seek specialty consul-
tation when appropriate, avoiding 
extraneous, unnecessary and costly 
labs, imaging, and referrals. Ideally, in 
the outpatient setting, primary care 
physicians are preventing the patient 
from ever getting to the “life-threaten-
ing” stage of their disease process.

While there are obvious concerns 
over primary care shortages, nurse 
practitioners practicing unsuper-
vised is NOT a safe or wise answer. 
Th ere are ways to promote quality, 
physician-led care including changes 
in payment scales to favor medical 

decision making and prevention over 
procedures, promotion of primary 
care as a career choice (the opposite 
of what Dr. Volpintesta has been do-
ing with his criticism), and lifting the 
restrictions placed on residency po-
sition numbers in the 1997 Balanced 
Budget Act. 

Th e introduction of free market 
principles such as allowing HSA 
funds to be used for direct primary 
care subscriptions, repealing Safe 
Harbor, and ensuring that patients 
can ALWAYS choose their own physi-
cian are also helpful tools. 

Furthermore, after nurse prac-
titioners are granted the ability to 
practice without physician super-
vision (which has happened in 23 

states), they do not usually practice 
under-served primary care. To make 
the argument that nurse practitioners 
are suited to practice primary care, 
you would have to solve the same 
issues preventing them from entering 
into primary care that we already face 
as physicians, and even then, the care 
provided with less training and medi-
cal knowledge will be sub-par.

As physicians, it is essential that 
we take a leadership role to ensure 
that our patients receive the safe, 
timely, and aff ordable care that they 
deserve. Nurse practitioners are not 
in a position to provide that. 

Alisha Scott, MD
BLAIR, NEB.
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Stop selling primary care physicians short

“While there are obvious 
concerns over primary care 
shortages, nurse practitioners 
practicing unsupervised is 
NOT a safe or wise answer.”
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by JEFFREY BENDIX Senior Editor
HIGHLIGHTS

  Under value-based 

pay, practices may fi nd 

they need ancillary 

services just to 

maintain their current 

revenue.

  Once the decision is 

made to add a service, 

the next step is to fi nd 

out whether, and how 

much, payers will 

reimburse for it.

I
t wasn’t long ago that a primary care 
practice’s calculation of whether to 
provide an ancillary service, such as 
lab work or sleep testing, was relative-
ly simple: would patients use it, would 
it improve their health, and would it 
generate additional revenue, or at 
least break even?

Th ose are still the main consider-
ations for practices operating under the tra-
ditional fee-for-service payment model. But 
experts say that the growth of value-based 
models, which reward practices for reducing 
the overall cost of patient care while main-
taining or improving outcomes, adds a new 
wrinkle to the ancillary service question. 

“In a predominately fee-for-service en-

vironment, it’s a fairly straightforward fi -
nancial calculation, where you look at the 
volume of patients who need the service, 
what it costs to provide the service and how 
much you get reimbursed for it,” says Rus-
sell Kohl, MD, FAAFP, a family physician in 
Stilwell, Kan., and chief medical offi  cer with 
TMF Health Quality Institute, a Medicare 
quality improvement organization.  

Under a value-based system, Kohl adds, 
with its focus on cost of care and outcomes, 
the fi nancial return for adding a service is 
harder to calculate. He cites the example 
of whether to provide pulmonary function 
testing for patients with COPD. Not only 
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does the practice have to decide if it can 
provide the service for less than a pulmonol-
ogist, it has to weigh whether in-house test-
ing will reduce the number of its patients re-
quiring trips to the emergency department 
or hospitalization, which would drive up the 
overall cost of caring for that patient.

“In a value-based world, it becomes a 
more nebulous calculation than it cost me 
‘X’ dollars to do a pulmonary function test 
and I get paid ‘Y’ dollars for it,” he says.

ANCILLARIES REMAIN COMMON
Whatever their reasons for doing so, many 
primary care practices continue to off er 
some form of ancillary service. In the 2018 
Medical Economics Physician Report, 91 
percent of family, and 89 percent of internal 
medicine practices said they off er at least 
one of 16 types of ancillary services, with lab 
services and electrocardiogram being the 
most common. Among all non-surgical pri-
mary care survey respondents, 84 percent 
said they provide ancillary services.

Moreover, experts say, the growing role of 
alternative and value-based payment mod-
els doesn’t alter the fundamental questions 
of whether patients will benefi t from an an-
cillary service and whether the practice can 
make money providing it.

Nick Fabrizio, Ph.D., FACMPE, now a 
principal with the Medical Group Manage-
ment Association, previously spent 10 years 
as practice administrator for a large prima-
ry care group. “We had a lot of long, hard 
discussions around questions like, ‘is this 
service one that we feel comfortable in pro-
viding, can we provide a high level of quality 

in doing it, and is it more convenient for our 
patients to have it done by us rather than 
someone else?’”

Th e easiest way to determine if patients 
will use an ancillary service, Fabrizio says, is 
to ask them—either through a mail or on-
line survey, or face-to-face at the end of an 
appointment. Another useful technique is to 
look at the services and procedures for which 
patients are most frequently referred out. 
Among the practices he consults with, the 
most common ancillary procedures include 
stress tests, ultrasounds, and blood labs. 

A factor practices sometimes overlook 
when considering ancillary services is any 
laws and regulations governing who can 
provide the service and under what cir-
cumstances, says Owen Dahl, MBA, FACHE, 
principal of Owen Dahl Consulting in Th e 
Woodlands, Texas. For example, laborato-
ry services have to meet the requirements 
of the federal Clinical Laboratory Improve-
ment Amendments. “Th e encouragement 
there would be to check your state laws and 
federal regulations to make sure your staff  
and providers meet the necessary criteria 
for that service,” he says.

IMPACT OF ALTERNATIVE 
PAYMENT MODELS
While in the past ancillary services often 
were seen as a source of additional revenue, 
under value-based payment models, prac-
tices may fi nd they need them just to main-
tain their current revenue, says Dahl. 

“In a world of fee-for-value, the key is not 
necessarily to generate revenue, it’s to protect 
against loss of revenue,” Dahl explains. “Th at’s 

Ancillary services

“We had a lot of long, hard discussions around questions like, ‘is this service 
one that we feel comfortable in providing, can we provide 
a high level of quality in doing it, and is it more convenient for 
our patients to have it done by us rather than someone else?’ ”
— NICK FABRIZIO, PH.D., FACMPE, PRINCIPAL, MGMA
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because you might wind up getting dinged fi -
nancially for referring to a very expensive out-
side provider. So then you’d want to be able to 
control your expenses by off ering that service 
at a lower cost than referring it out.”

For Lovelace Family Medicine of Prosper-
ity, S.C., being part of an alternative payment 
model—specifi cally, an ACO—has provided 
a bonus to its decision some years ago to 
acquire a dual-energy X-ray absorptiometry 
(Dexa) scanner—a device used to measure 
bone density—a somewhat unusual and 
costly purchase for a practice in a rural area.

“By virtue of having the Dexa, we’re de-
tecting osteoporosis and preventing wom-
en from having hip and spinal compression 
fractures,” says family physician Oscar Love-
lace, MD, the practice’s founder. “Th at’s al-
lowed us to keep patients out of the hospital 
for hip fractures and skilled nursing facilities 
for rehab, which is saving thousands of dol-
lars for our ACO.”

Th e same dynamic applies to the prac-
tice’s hospital-grade chemistry analysis ma-
chine that it uses to perform blood counts 
and metabolic panels. He cites the example 
of a diabetic patient who comes in with a 
dangerously high blood sugar level. “If we 
catch that patient early and can give them 
intravenous fl uid hydration and insulin in 
our offi  ce, we can save a trip to the hospital 
that would cost Medicare $10,000 easily,” 
Lovelace says.

WILL PAYERS COVER IT? 
Once the decision is made to add a service, 
the next step is to fi nd out whether, and 
how much, payers will reimburse for it. 
Th e challenge, says Kohl, is that insurance 
plans diff er in their coverage policies and 
amounts. For practices that contract with 
a large number of payers, determining how 
many patients will be covered for the ser-
vice is often a diffi  cult and time-consuming 
exercise. 

If an insurer doesn’t cover a service, 
practices can sometimes persuade them 
to do so by showing it will reduce costs of 
care, says Fabrizio. Th at’s particularly true 
when it comes to counseling for lifestyle and
chronic disease issues, such as smoking 
cessation, weight management and diabe-
tes education. “Can you keep my patients 

healthier and prevent their needing more 
costly services by providing that counsel-
ing? If I’m a payer that’s something I’m cer-
tainly looking at,” he says.

PATIENT DEMAND REMAINS
A DRIVING FORCE
But even with the complexities of val-
ue-based care and diff ering payer require-
ments, ancillary services at many practices 
are still determined by such basic factors as 
the practice’s location and the needs of its 
patient population. Lovelace Family Med-
icine’s decision to acquire sophisticated 
blood lab technology was driven in part by 
high rates of diabetes and blood-related dis-
eases among its patients.

“We’re able to manage a lot of things in 
the offi  ce right then during the patient’s vis-
it, rather than having to send them to the 
hospital, because we have that lab capabil-
ity,” Lovelace says. 

Other services the practice off ers have 
been added largely because of patient de-
mand, says Lovelace. And even though the 

demand for some, such as laser hair remov-
al,  is less than in urban areas, “one of the 
good things about being a part of the com-
munity and providing continuous care is it 
allows you to consider the long haul when 
you’re making decisions about whether to 
invest in the technology you need for an an-
cillary service.”

While fi nancial return is always an im-

Ancillary services

“The most important thing is to think about 
what’s comfortable, what’s truest to who 

you are as a person and 
a medical professional.”
— NARESH RAO, DO, FAMILY PHYSICIAN, 
SPORTS MEDICINE AT CHELSEA
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portant consideration when considering 
an ancillary service, Lovelace says, “if it al-
lows us to at least break even, if it improves 
our quality of care and it doesn’t come with 
too much regulatory hassle, as a rule, we’ll 
probably do it.”

Fabrizio says that settling for break even 
on an ancillary service is generally a rea-
sonable approach, given that the service 
will benefi t patients. At the same time, 
he notes, practices need to consider what 
other opportunities it may be foregoing by 
adding the service.

“Adding a service takes “X” number of 
hours in staff  time and physician time. If 
they didn’t provide that service, how many 
more of their ‘regular’ patients could they 
see?”, he says. “And it’s not just the physi-
cian time, but also the staff  time and the 
room utilization resource that you also 
have to fi gure.” 

Patient demand has also guided the 
practice Sports Medicine at Chelsea 
which, despite its name, provides both 
family and sports-related procedures and 
services. Th e New York City-based prac-
tice has a patient panel numbering some 
40,000 and has undergone several physical 
expansions since its founding in 2006, ac-
cording to Naresh Rao, DO, FAOASM, one 
of its three physicians. 

Th e practice’s family medicine services 
are popular among patients of all ages, 
while sports medicine attracts younger, 
physically active patients, of which there 
are many in Manhattan’s Chelsea neighbor-
hood where the practice is located. “Being 
an osteopathic family practitioner and fel-
lowship-trained in sports medicine opens 

up a whole bunch of ancillary services we 
can deliver to our patients,” Rao says. 

Family medicine services the practice 
off ers range from sleep studies to tropical 
medicine to cryotherapy and wart removal. 
On the sports medicine side, services in-
clude joint and soft tissue injections, mus-
culoskeletal ultrasounds, integrative sports 
medicine and physical therapy, among oth-
ers. 

Th e latter has been responsible for most 
of the practice’s growth in recent years, says 
Rao, such that the practice how employs 
four full-time and one half-time therapist.  
“Half the patients that come to our offi  ce 
see a physical therapist, because there’s 
such a recurrent nature to physical thera-
py,” he says. 

By and large, Sports Medicine’s com-
mercial payers are “pretty accepting” of its 
ancillary services, Rao says, in part because 
the practice belongs to an Independent 
Practice Association, which negotiates 
payer contracts on its behalf. If a service is 
not covered, or requires a prior authoriza-
tion, the practice makes sure to inform the 
patient. “We fi nd that when the patient is 
told upfront what they’ll have to pay for, it 
tends to produce higher levels of satisfac-
tion,” he says. 

For practices considering ancillary ser-
vices, Rao says: “Th e most important thing 
is to think about what’s comfortable, what’s 
truest to who you are as a person and a 
medical professional. I love family medi-
cine, it’s the base of everything we do here, 
and there’s a lot we can do to build on that 
base. So if you’re comfortable in a particu-
lar realm, then by all means go for it.” 

Ancillary services

“In a world of fee-for-value, the key 
is not necessarily to generate revenue, 
it’s to protect against loss of revenue.”
—OWEN DAHL, MBA, FACHE, PRINCIPAL, OWEN DAHL CONSULTING, THE WOODLANDS, TEXAS
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A: This is a common 

coding mistake, and there 

are a couple of things that 

you can do to remedy it 

prior to billing.

First, make sure that 

you check the National 

Correct Coding Initiative 

(NCCI) edits when 

reporting multiple codes. 

The Centers for Medi-

care & Medicaid Ser-

vices (CMS) developed 

the NCCI to help ensure 

correct coding methods 

were followed and to 

avoid inappropriate pay-

ments for Medicare Part 

B claims. These are auto-

mated pre-payment edits 

where the code pairs are 

compared when billed on 

the same date of service 

for the same patient.  

The American Medical 

Association notes, “If 

there is an NCCI edit, 

one of the codes is 

denied.”

fl u strains that are 

out there, so I under-

stand why there are 

new vaccines coming 

out all the time. Are 

there any new codes 

for 2019?

A: Yes, a new infl uenza 

vaccine code has been 

introduced for dates of 

service in 2019, as follows:

90689 Infl uenza virus vac-

cine, quadrivalent (IIV4), 

inactivated, adjuvanted, 

preservative-free, 0.25 ml 

dosage, for intramuscular 

use

This code can be 

utilized for all vaccines 

that fi t this description.  

The Centers for Medicare 

and Medicaid Services’ 

physician fee schedule 

reimbursement amount for 

this code has not yet been 

published. 

Second, confi rm that you 

aren’t unbundling codes. 

Unbundling refers to using 

multiple CPT codes for 

parts of a procedure when 

a single code is available, 

either due to misunder-

standing or in an effort to 

increase payment. Review-

ing the section guidelines 

for the codes involved is 

key to determining this.  

When there is a single code 

that captures payment for 

the component parts of a 

procedure, this is the code 

that should be billed.

For your example: 
You billed for a lesion 

excision and a simple skin 

repair on the same service 

date. However, the Current 

Procedural Terminology 

(CPT) section coding 

guidelines for excisions 

read, “Excision is defi ned 

as full-thickness (through 

the dermis) removal of a 

lesion, including margins, 

and includes simple (non-

layered) closure when 

performed.” So separately 

coding the repair would 

be wrong and generate an 

NCCI edit because you are 

unbundling the codes.  

In rare instances, the 

repair could have been 

performed on a different 

site from where the lesion 

was removed, and, in these 

situations, it is acceptable 

to bill for both and append a 

modifi er (likely modifi er 59) 

to let the payer know the 

procedure was indeed sepa-

rate from the excision. In 

these situations, make sure 

that you have reviewed the 

documentation to ensure 

the repair was for a different 

location.

Q: We often hear 

that the fl u vac-

cines only help pro-

tect patients against 

a percentage of the 

Renee Dowling is a billing and 

coding consultant with VEI 

Consulting in Indianapolis, Ind. 

Send your billing and coding 

questions to medec@ubm.com.

We are getting denials when we are billing a 

simple skin repair code with a lesion excision.  

Can you help us fi gure out why the repair 

code is being denied in these situations?  

It’s happening with all insurance carriers, 

so it’s diffi cult to know what’s going on 

without calling each of them.

Two ways to reduce coding denials
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Let’s say there’s a physician who is aware that some 

states, including his, have taken initiatives to import 

medications form Canada. But he can get the identical 

brand name drugs even cheaper from India. He intends 

to provide the drugs to his poorer patients at no charge, 

and his patients are eternally grateful.

One of these patients is so happy that he sends a 

letter to the local newspaper applauding the efforts 

of his physician. The article, written by a local reporter, 

is picked up by the national press and covered in the 

national news.

Three days later FDA agents show up at the doctor’s 

door threatening him with both civil and criminal 

penalties. What is the basis? He was only trying to 

save his patients money. 

Did he do anything wrong?

price ceiling for many of the 

currently required drugs in 

the United States, (such 

as is in place in Canada), 

prices remain quite high. 

Thus, there is the inevitable 

desire to import the drugs 

from abroad where the cost 

of such pharmaceuticals 

may be less.

In all fairness, the 

pharmaceutical industry 

maintains that the reasons 

behind the high prices of 

American drugs are the 

cost of the research and 

development needed for 

new break-through drugs. 

In 1993, the pharmaceutical 

industry spent $12.7 billion 

on research and develop-

ment. A decade later this 

fi gure more than doubled 

to over $33.2 billion. It 

continues to increase.

What the law says
With all this said, there 

is still a natural desire to 

get the same medications 

available to our patients 

from a cheaper source. 

Our doctor turned to 

India. Other physicians 

have looked to Canada, 

Europe and South America. 

Whatever the source, 

and despite his admirable 

intent, Dr. Rash’s actions 

are illegal.

FDA regulations prohibit 

the re-importation of 

exported prescription drugs 

manufactured in the United 

States by anyone but the 

actual U.S. manufacturer. 

In part, the justifi cation 

for such laws lies with 

Congress’ intent to ensure 

the safety and effi cacy of 

the prescription drugs.

The FDA cannot vouch 

for the safety of a product 

once it is sent to another 

country; it becomes out 

of the FDA’s control. 

There are both civil and 

criminal consequences for 

our example doctor if he 

continues this approach. 

He would be advised to 

discontinue his actions. 

many manufacturers 

have increased the prices 

of drugs already on the 

market. With this increase 

in the cost of prescription 

prices, many consumers 

may be forced to choose 

between purchasing basic 

necessities and fi lling 

their required treatment 

prescriptions.

The reason prescription 

prices in the United 

States are, at times, more 

expensive than the prices 

for identical medications 

from other countries is 

clear: Costs in the United 

States costs remain high 

because of current patent 

protection coupled with the 

unregulated free market 

system.

The cost for these 

medications is governed 

by the laws of supply and 

demand. Since there is no 

Can I import medication 
for poor patients?

David J. Goldberg, MD, JD, is a dermatologist and 

healthcare attorney. Send your legal questions to: 

medec@ubm.com.

Drug costs rise
What is clear is that 

prescription drug 

expenditures are one of the 

fastest growing segments 

of the United States 

healthcare system. Over 

the last several decades, 

prescription drug spending 

has increased dramatically, 

whereas other components 

of the healthcare system, 

such as hospital care and 

physician services, have 

risen less.

Several factors have 

led to this tremendous 

increase in expenditures.

First, prescription drug 

utilization per capita has 

grown dramatically because 

of the aging population. 

In addition, older, less-

expensive drugs are 

being replaced by new, 

high-priced drugs. Finally, 

MedicalEconomics.com26 MEDICAL ECONOMICS  ❚  MAY 10, 2019

Legally Speaking

mailto:medec@ubm.com
http://medicaleconomics.modernmedicine.com/


by JAMES F. SWEENEY Contributing author

M
elissa Lucarelli, MD, knows 
what it’s like to run a practice 
that’s short-staff ed.

Th e family physician in 
Randolph, Wis., has 12 em-
ployees in her offi  ce. In the 
past year, four have gone 
on maternity leave, includ-

ing the clinic manager and the claims 
 manager.

“We had to be very creative in how we 
compensated in order to stay open and keep 
seeing patients,” says Lucarelli, a member 
of the Medical Economics editorial advisory 
board.

It’s a problem most small- to medi-
um-sized practices face at some point: A 
staff  member quits unexpectedly or goes 
on leave for a long period of time because 
of pregnancy, illness, accident, or emergen-
cy. How the practice compensates for that 
staffi  ng shortage can aff ect its revenues, 
workloads, staff  morale, and even the qual-
ity of care patients receive.

CROSS-TRAINING TO THE RESCUE
In many practices, existing staff  must pick 
up the slack when there is a vacancy.

Th at requires cross-training in various 
jobs, says Melissa White, practice adminis-
trator at Newton Family Physicians in New-
ton, N.C. Th e practice has six physicians 
and four nurse practitioners supported by 
a non-clinical staff  of 12. “Everyone is cross-
trained in at least one job and many in two,” 

White says. “All of us can do something else 
or everything else. It’s a condition of being in 
private practice.”

For example, the practice typically has 
two people working the front desk, but three 
others can step in as needed. Th e single 
checkout employee has two backups, and 
so on.

All employees must embrace cross-train-
ing as a condition of employment, White 
says. “We make it very clear that it’s a team 
eff ort and if you aren’t willing to be part of 
the greater good, maybe it’s not a good fi t for 
you,” she says, adding that she once fi red a 
staff er who was good at her primary job, but 
who wouldn’t train up to the required level 
in a secondary role. 

It’s a similar story at Associated Physi-
cians, a 20-doctor independent practice in 
Madison, Wis. Job applicants are informed 
they’ll be cross-trained and the training be-
gins immediately when the person is hired, 
says Executive Director Terri Carufel-Wert, 
RN, MHA.

Th e practice sends new employees to its 
EHR provider for training and pairs new 
workers with veteran employees. Staff  mem-
bers also have monthly online training in 
their own specialty and others, and employ-
ees are asked to share their knowledge with 
each other.

Th e practice also solicits employee input 
on such things as the best ways to learn and 
what skills are required, says Business Oper-
ations Manager Margaret Wilkinson, CMC. 

HIGHLIGHTS

  Practices should 

cross-train their 

employees to ensure 

critical functions are 

covered in the event 

of an emergency 

or an unexpected 

resignation.

  Many practices 

turn to staffi ng 

agencies to fi ll 

vacancies. This can 

be a fast and easy way 

to fi nd a credentialed 

temp, but drawbacks 

included expenses and 

work restrictions.

How to survive 
staff shortages

MedicalEconomics.com 27MEDICAL ECONOMICS  ❚  MAY 10, 2019

Operations

http://medicaleconomics.modernmedicine.com/


Operations Staff shortages

Detailed written descriptions of offi  ce 
procedures and policies are invaluable for 
training new staff  members and getting 
temps up to speed quickly, adds Lucarelli. 

HIRING TEMPS
Many practices turn to staffi  ng agencies to 
fi ll vacancies. Th is can be a fast and easy 
way to fi nd a credentialed temp, but has 
drawbacks, such as the expense and work 
restrictions.

Lucarelli has hired temporary workers 
from agencies to fi ll vacancies, but prefers 
not to. Her quarrel is not with the quality 
of their work, but the extra cost and the re-
strictions on their duties. Offi  ce temps cost 
50 percent more than regular staff  once the 
agency fee is included, which is more expen-
sive than paying overtime to an existing em-
ployee, she says.

She also doesn’t like that temps work 
under a contract that can limit their hours 
and duties. While an employee might stay 
late to get a job done or help out, temps tend 
to stop working as soon as their shift ends, 
she says. And she once had a temp skip a day 
because her contract did not require her to 
come to work if it was snowing. “And this is 
in Wisconsin,” she says.      

“Th ey’re not beholden to your employee 
handbook; they’re beholden to their em-
ployer’s contract,” she says.

However, using temps can save staff  from 
overwork and burnout while keeping the 
offi  ce functioning at a high level, says Nick 
Fabrizio, PhD, FACMPE, a principal with the 
Medical Group Management Association 
Health Care Consulting Group.

He recommends asking other practices 
for recommendations for reliable staffi  ng 
agencies. When using an agency, be explicit 
about the work the temp will be expected to 
do and make sure the person they’re send-
ing has the necessary credentials and expe-
rience for that job, he says. 

It’s also a good idea to request that the 
temp be familiar with the EHR system the 
practice uses because training a temp on an 
unfamiliar system can be time consuming 
and place an additional burden on the staff .    

If a practice has to repeatedly use an 
agency it should request the return of any 
previous temps who have performed well, 
proven a good fi t with the practice culture 
and are already familiar with offi  ce oper-
ations, Fabrizio says. Th e less time spent 

bringing a temp up to speed with policies 
and procedures, the more time they can 
spend working and the more smoothly the 
offi  ce will run.

Temp agencies can be a good way to 
scout new employees, says Carufel-Wert, 
who has hired billers and coders from their 
ranks. “Th at’s been nice because you’ve been 
able to try them before you hire them,” she 
says.

FLOAT POOLS
To avoid the extra expense and uncertain-
ties of a temp agency, some practices rely 
on their own “fl oat pools” of workers who 
can fi ll in for a single shift, a week, or even 
months. Th ese people often have other jobs, 
but are looking to earn extra income.

Lucarelli says she is always on the look-
out to add to her pool of former staff  mem-
bers, friends they’ve recommended and even
patients who can fi ll in short-term. It helps 
to stay on good terms with former employees 
so they’re willing to return, she says.

AVOIDING STAFFING SHORTAGES
While some staffi  ng shortages are unavoid-
able, many practices do what they can to re-
duce turnover and shortages.

A leave doesn’t always mean the employ-
ee can’t work at all. While she was on ma-
ternity leave, Lucarelli’s clinic manager still 
managed payroll and other business offi  ce 
functions on a part-time basis.

If a staff er gives notice at Associated Phy-
sicians, Carufel-Wert and Wilkinson will talk 
to the person about their reason for leaving 
and sometimes make changes to persuade 
them to stay, such as more fl ex time or even 
a raise. Th at’s easier and less expensive than 
hiring a replacement, they say. Of course, 
any accommodation must be reasonable 
and can’t have a negative eff ect on the rest 
of the staff .

“I’m not going to be held hostage by an 
employee’s demands,” Carufel-Wertz says.

Associated Physicians surveys salaries in 
its market to make sure its pay is competi-
tive. It also pays for employees’ continuing 
education programs and sometimes gives 
raises if an employee acquires an additional 
skill.

Of course, staffi  ng shortages can happen 
to the best-prepared practice. In that case, 
Wilkinson says, “You put your survival mode 
hat on and do what you can do.” 

“We had to be 
very creative 

in how we 
compensated 

in order to 
stay open and 

keep seeing 
patients.”

—MELISSA LUCARELLI, 
MD, FAMILY PHYSICIAN, 

RANDOLPH, WISC.

MedicalEconomics.com28 MEDICAL ECONOMICS  ❚  MAY 10, 2019

http://medicaleconomics.modernmedicine.com/


healthy vitals
ProAssurance has been monitoring risk and protecting healthcare industry 

professionals for more than 40 years, with key specialists on duty to  

diagnose complex risk exposures.

Work with a team that understands the importance of delivering  

flexible healthcare professional liability solutions.

Healthcare Professional Liability Insurance  
& Risk Resource Services

800.282.6242  •  ProAssurance.com      When you are treated fairly you are confident in your coverage.

http://ProAssurance.com
http://ProAssurance.com


READ MORE Addressing America’s silent killer  PAGE 3

hen medical school 
applicants ask me for 
pre-interview advice, I 
tell them, “When they ask 
you why you want to go 

into medicine, don’t say ‘I want to help 
people.’ Th at’s what everyone says.” 
And everyone says it because we want 
to care for others.

But unless you really want to help 
people, there are less stressful and 
more lucrative career paths.

In today’s healthcare system, we 
cannot perform the most basic task of 
caring for our patients. When I started 
practice a little less than 20 years ago, I 
didn’t have to get prior authorizations 
(PAs) for drugs. At least, not very often.

Now, there are all these nonmedical 
people dictating what tests or drugs 
are and are not available. Now, I’m 
forced to deliver the bad news to my 
patients after mumbling to myself “I 
hate insurance companies” for the 
nth time that day that. Now, I must 
submit three or four PAs a day — and 
that doesn’t count the prescriptions 
I change because I am certain the PA 
will get denied.

I’ve reached a point where I feel like 
there’s no point in even trying. Once 
the insurance company says, “Brand X 
is not preferred. Formulary alternatives 
are Y and Z,” I know the PA questions 
will include “Has the patient tried and 
failed Y and Z?” and “Does the patient 
have a contraindication to Y and Z?” 
If you answer no, Brand X is denied. 
It doesn’t matter that the patient has 

been on Brand X for a decade and Y 
and Z didn’t exist then. If he hasn’t 
previously tried them with no benefi t, 
he has to switch.

I wouldn’t mind so much if the 
insurance company’s reason was based 
on clinical studies showing Brands Y 
and Z are superior, but it usually isn’t. 
Sometimes, data that suggests certain 
drugs are superior are the formulary 
exclusions. In some drug classes, the 
preferred drugs are changed annually, 
back and forth and back and forth, 
among the members of the class.

Physicians battle with insurance 
companies daily to get the medications 
their patients need. We also have to 
wrangle with insurance companies 
for tests to be performed. For exam-
ple, I have a patient with an adrenal 
mass. Th e American Association of 
Clinical Endocrinologists (AACE) 
guidelines say to reimage after three to 
six months. My patient was a little lax 
in scheduling, so it was eight months 
later when she called to say she needed 
a precertifi cation. It was rejected.

Her insurance company’s policy 
is to reimage after 12 months. I even 
did a peer-to-peer review. My “peer,” 
a non-endocrinologist, told me the 
insurance company would not cover 
the test any earlier because it follows 
diff erent guidelines from the AACE.

My patient had to anxiously wait 
for the next four months before her 
insurance company would cover her 
test. Her anxiety translated into mul-
tiple phone calls to my offi  ce staff  and 
me. I understand, of course, but I am 
also frustrated that I can’t care for her. 
My hands are tied.

Th ere are many things that contrib-
ute to what is being called physician 
burnout: the increasing cost of doing 
business, decreases in reimbursement, 
increasing regulations, changes in 
patient expectations of physicians 
and physician practices, and online 
reviews.

Th e biggest obstacle we face every 
day, and the one most likely to result 
in burnout, is payers and pharmacies 
interfering with our medical expertise. 
Th eir desire to save a buck is anti-
thetical to delivering what we believe 
is the best care for our patients. 
Th e healthcare system needs to put 
patients back at the forefront and let 
physicians practice medicine. Maybe 
then we can start improving patients’ 
lives.  

Melissa Young, MD, FACE, FACP, is sole 

owner and solo practitioner at Mid Atlantic 

Diabetes and Endocrinology Associates, LLC. 

We must fi ght prior authorizations
“The healthcare system 
needs to put patients 
back at the forefront and 
let physicians practice 
medicine.”

W
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by  AINE CRYTS Contributing author

Hospitals use analytics 
to reduce readmissions

P
roviders at West Des Moines, Io-
wa-based UnityPoint Health, a 
network of hospitals, clinics, and 
home care services in Iowa, Illi-
nois, and Wisconsin, wanted to 
know why patients were being re-
admitted within 30 days

So they asked patients, “Why 
do you think you’re back?”

Th is approach allowed patients to speak 
openly, which gave nursing leaders insight 
into patients’ greatest challenges. Patients 
can struggle with a lack of access to fol-
low-up appointments, food insecurity, or an 
inability to pay for medications, says Rhian-
non Harms, executive director of strategic 
analytics at the health system.

Open-ended questions are important. It’s 
diffi  cult to ask a question such as “Can you 
pay for your medications?” says Harms.

UnityPoint Health combines the patient 
narrative with retrospective data on read-
missions to create a readmission risk score 
for the patient—and that information is 
communicated to the patient’s care team.

For example, Patricia Newland, MD, a fam-
ily medicine physician, relied on the predic-
tive analytics tool to prevent a readmission 
by one of her patients. During a follow-up 
appointment, Newland used the tool to de-
termine that her patient was likely to experi-
ence an onset of symptoms within the next 13 
to 18 days. She shared this information with 
the patient and told her to call the practice at 
the onset of symptoms, which could include 
shortness of breath, wheezing, and coughing.

Th e patient called the practice in that 
timeframe complaining of those symptoms. 
Newland got the patient in for a same-day 
appointment, consulted with her patient’s 
pulmonologist, and changed her patient’s 
medications—and thus prevented a hospi-
tal readmission.

Newland relies on her practice’s clinical 
care coordinator to highlight the patients 
who are at highest risk of being readmitted. 
It also helps that her practice keeps same-
day appointment slots open.

Team huddles, which take place at her 
practice three or four times a week, allow 
the team to coordinate patient care. New-
land, who also serves as a physician leader 
in the health system, is responsible for edu-
cating clinical care coordinators across the 
health system about the use of predictive 
analytics to prevent readmissions.

Once physicians realize that access to 
this information can help their patients, 
they embrace this tool, she says. In fact, 
Newland considers the readmission risk 
score as the “fi fth vital sign” in her patients’ 
follow-up care.

Payers can support this work by paying 
for home-based health providers and devices 
to monitor a patient’s vital signs in the home, 
says Newland. “If we could do those things, 
it might keep a patient out of the hospital.”

UnityPoint Health has reduced all-cause 
readmissions by 40% within 18 months 
of using the predictive analytics tool. Th e 
health system’s home health team also 
used it to determine their most vulnerable 

HIGHLIGHT

  Predictive 

analytics the hospitals 

used included total 

length of stay, number 

of chronic conditions, 

whether the hospital 

admission was 

planned or unplanned, 

smoking history, the 

age of the patient, and 

payer type (public or 

private).

MedicalEconomics.com 31MEDICAL ECONOMICS  ❚  MAY 10, 2019

Technology

xenia_
design/Stock.Adobe.com

http://medicaleconomics.modernmedicine.com/


TechnologyTechnology Readmissions

patients when the community was hit by a 
blizzard. With this insight, home health pro-
viders could tailor their visit schedules to 
see patients who were in most need of care, 
says Harms.

FOCUSING ON DIABETES
In his quest to reduce readmissions at Kan-
sas City-based University of Kansas Health 
System, David Wild, MD, vice president of 
lean promotion, discovered that patients 
with diabetes were more likely than other 
patients to be readmitted three times within 
90 days at the nonprofi t, academic medical 
center.

Wild used predictive analytics to comb 
through variables such as total length of 
stay, number of chronic conditions, wheth-
er the hospital admission was planned or 
unplanned, smoking history, the age of the 
patient, and payer type (public or private).

Inability to access follow-up care, patient 
discharge disposition (the presence of a fam-
ily member in the home or a stay at a skilled 
nursing or rehabilitation facility), and the 
total number of chronic conditions were the 
biggest drivers of readmissions for diabetes 
patients, he says.

With this insight, all patients who have 
been readmitted to the hospital three times 
in 90 days—not just those with diabetes—
are connected with a case manager who 
helps them secure follow-up care. On an av-
erage day, fi ve to nine inpatients meet that 
criteria, says Wild.

In May, when Wild started this project, 
the readmission rate for diabetes patients 
was 25%.

Currently, the readmission rate for dia-
betes patients is 13.9%. Wild attributes Uni-
versity of Kansas Health System’s success to 
improved engagement with nurses on inpa-
tient units and incorporating diabetes ed-
ucators for daily information sessions with 
patients on medications.

He welcomes support from payers. For 
example, coverage of diabetes education in 
the outpatient setting could help prevent re-
admissions.

PHYSICIAN ENGAGEMENT HELPS
Flagler Hospital, a nonprofi t healthcare fa-
cility in St. Augustine, Florida, has 400 phy-
sicians, according to Michael Sanders, MD, 
its chief medical information offi  cer. With 
that number of physicians, wide variation in 

clinical practice is likely. Th at’s a pet peeve 
for Sanders, who also laments the impact of 
waste on healthcare spending in the United 
States. (Wasteful spending in healthcare ex-
ceeds $1 trillion each year, an amount that 
two experts writing in Health Aff airs say 
“could fund the entire Medicaid program 
twice over.”)

To address this, Sanders decided to re-
duce variation in care for patients with 
pneumonia. After looking at more than 
16,000 patients over four years, he discov-
ered that many patients with pneumonia 
were getting daily X-rays and blood tests, 
which increases the cost of care without im-
proving outcomes.

He also learned that introducing nebuliz-
er treatments for patients with pneumonia 
and chronic obstructive pulmonary disease 
early in their hospital stays improves clinical 
outcomes.

Sanders had the proof in hand, but 
changing how physicians practice med-
icine is tough. To tackle this, he taps his 
longstanding relationships with physicians 
involved in Flagler Hospital’s EHR deploy-
ment, which started in 2012. Th ese physi-
cians act as “ambassadors” for adhering to 
the care path designed for pneumonia pa-
tients, says Sanders.

Flagler Hospital has reduced pneumo-
nia-related readmissions from 2.9% to .4% 
since March. In addition, the hospital has 
saved $1,350 per patient and reduced the 
length of stay for pneumonia patients by two 
days. Going forward, Sanders expects the 
hospital to save $726,300 annually because 
of this work.

Payers should care about this, he says. 
Th ey’ll benefi t from the elimination of un-
necessary tests and the reduction in cost.

“Th ey should be looking at ‘same cause’ 
readmissions and rewarding hospital sys-
tems that can not only reduce cost, but also 
readmission and mortality as well. Th ey 
must recognize that this eff ort costs hospi-
tal systems in dollars and work eff ort, and 
reward them accordingly.”

Insurance companies could also pass on 
those savings to members who use hospital 
systems that reduce cost while improving 
outcomes, adds Sanders. 

Editor’s note: Th is article was fi rst published in 

Managed Healthcare Executive, our partner 

publication.

40%
reduction in 
readmissions at 
UnityPoint Health 
within 18 months 
of using a predictive 
analytics tool. 
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by KEN TERRY Contributing author

New rule provides 
telemedicine opportunity

T
he federal government recently 
fi nalized a rule that will allow 
Medicare Advantage plans to 
off er telemedicine as a core 
benefi t. As a result, practices 
of all sizes will have a greater 
incentive to adopt virtual visits, 
observers say.

Traditional fee-for-service 
Medicare provides very limited coverage of 
telemedicine. For the most part, virtual care 
is covered only in rural areas, and virtual 
consultations must be initiated in health-
care facilities.

Providers can’t bill for virtual visits with 
patients from their homes, with one excep-
tion: CMS last fall ruled that physicians can 
bill traditional Medicare for brief “virtual 
check-ins,” in which they determine wheth-
er a patient should come into the offi  ce. 
Remote evaluation of video recordings and 
images is also covered. 

Th e new rule doesn’t expand telemedi-
cine coverage under fee-for-service Medi-
care. However, it gives Medicare Advantage 
plans carte blanche to cover any form of tele-
medicine, wherever it is provided or initiat-
ed. Since more than a third of Medicare pa-
tients belong to these plans, this could mean 
a signifi cant change for many physicians.

Some Medicare Advantage plans already 
cover virtual care as a supplemental bene-
fi t for which plan members must pay extra. 
Now that telemedicine is a core benefi t, 
however, “providers would be more likely 
to invest in the infrastructure to make this 

available,” says Jerry Penso, MD, MBA, pres-
ident and CEO of the American Medical 
Group Association (AMGA).

Steven Waldren, MD, vice president and 
chief medical informatics offi  cer of the 
American Association of Family Physicians 
(AAFP), says that when Medicare Advan-
tage plans begin to cover virtual visits with 
patients’ own physicians, “I think it would 
convince more doctors to add telemedicine 
to their practices.”

MODERN TELEMEDICINE
Th e telemedicine used today represents the 
confl uence of two forms of the technology: 
secure online messaging, which has been 
around since the early 2000s, and virtual vis-
its based on audio-video conferencing.

Until around 2015, video visits were usu-
ally conducted between patients and doc-
tors who worked for outside services such 
as American Well, Doctors on Demand, and 
Teladoc. But there are inherent limits to 
this approach, because the outside doctors 
don’t know the patients who consult them, 
and they rarely coordinate care with the pa-
tients’ regular physicians.

“Th e critical piece is to make sure the 
care is coordinated,” Penso notes.

Today,  however,  the telemedicine medical
practices use is likely to connect patients 
directly to their own physician or his or her 
colleagues, rather than an outside doctor 
hired by a service. Secure texting or online 
messaging is often the fi rst step. Th en the 
patient completes an online form, provid-

HIGHLIGHTS
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ing information that may be suffi  cient for a 
doctor to diagnose and treat his or her com-
plaint. If the doctor and the patient believe 
a video visit would help, that might be the 
next step, or the patient might be asked to 
come into the offi  ce.

CHRONIC CARE FOLLOW-UPS
Telemedicine is most often used to diag-
nose and treat minor acute problems like 
infl uenza, low back pain, conjunctivitis, 
and urinary tract infections. Some practic-
es are also using telemedicine for routine
follow-ups on chronic conditions.

“Virtual health has been great for my di-
abetic patients,” says Donnie Aga, MD, med-
ical director of healthcare innovation for 
Kelsey Seybold, a large multispecialty group 
in Houston. “I know them really well, and 
they can go to the lab at any time; fasting is 
not an issue. For routine follow-ups on dia-
betes, it’s very well done.”

Kelsey Seybold and Kaiser Permanente 
also use telemedicine routinely for post-op 
follow-ups, and other groups plan to follow 
suit. In such a virtual visit, Aga says, “Our PA 
will say to patients, ‘take off  the bandage so 
I can look at the wound, let’s look at your 
mobility and how does it feel,’ etc. Some-
times, post-op patients are taking pain 
medicine, so they don’t need to be driving 
to the offi  ce.” 

Telemedicine is especially well suited 
to behavioral health, notes James Korman, 
Psy.D., chief of behavioral health and phy-
sician wellness for the Summit Medical 
Group, based in Summit, N.J. Besides doing 
teletherapy and medication management 

with patients who have diffi  culty getting to 
the offi  ce, Korman notes, Summit has estab-
lished a virtual therapy program in conjunc-
tion with its primary care offi  ces. Primary 
care physicians can consult with therapists 
or have patients do video visits with them in 
the offi  ce.

Physician-to-physician virtual consults 
are an integral part of Kaiser Permanente’s 
approach, says Richard Isaacs, MD, CEO and 
executive director of the Permanente Medi-
cal Group. For example, a primary care doc-
tor who is seeing a patient with a skin lesion 
can immediately pull a dermatologist into a 
virtual video conference, show him the rash 
and ask him what to do. 

“It’s all about care without delay,” Isaacs 
notes. “If you connect a primary care doctor 
[to a specialist] immediately via smartphone 
technology, that drives a lot of effi  ciency.”

TECHNOLOGY PLATFORMS
Some groups use an internal telemedi-
cine platform that incorporates their EHR. 
Kelsey Seybold, for instance, uses the virtual 
care platform in its Epic EHR for both video 
visits and “e-visits” based on online messag-
ing through the EHR’s patient portal. When 
a physician encounters a patient in a sched-
uled video visit, the doctor sees the patient 
on one side of the screen and views and doc-
uments in the EHR on the other side. 

Th e video encounters with primary care 
physicians can be scheduled within a day; 
if a patient’s doctor isn’t available, he or 
she can visit another physician. A dedicat-
ed team of rotating physicians handles the 
e-visit requests, usually within 10 minutes of 
a call, Aga says.

Austin (Tx.) Regional Clinic’s telemedicine 
service uses an outside platform from a tele-
medicine vendor, says Jacob Childers, MD, 
medical director of the service. Th e platform 
allows video, voice and text messaging.

After sending a text about his or her 
problem, the patient is quickly connected to 
a doctor. A group of 20 clinic doctors han-
dles these requests 24/7. Some do it on their 
own time for extra money; others fi t video 
visits between in-person clinic visits.

Intermountain Healthcare, based in Salt 
Lake City, uses a hybrid technology ap-
proach. While the group deploys its own 
clinicians for scheduled virtual visits, it uses 

Telemedicine

“Virtual health has been great for my diabetic 
patients. … For routine follow-ups 
on diabetes, it’s very well done.”
—DONNIE AGA, MD, MEDICAL DIRECTOR OF HEALTHCARE 
INNOVATION, KELSEY SEYBOLD, HOUSTON
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American Well’s telemedicine platform, 
which is integrated with the scheduling 
module in Intermountain’s iCentra EHR (a 
modifi ed form of Cerner’s software). Summit 
Healthcare also uses an outside platform in-
tegrated with its athenahealth EHR.

VALUE-BASED CARE TRACK
An important value of telemedicine to large 
practices is that it supports population 
health management, says Richard Trem-
bowicz, a principal with ECG Management 
Consulting. Groups that are taking on fi nan-
cial risk can use telemedicine to increase pa-
tient engagement and improve their access 
to care. Moreover, practices can use it to ex-
pand the number of patients their primary 
care providers see, he adds.

Penso of AMGA says, “If a group is taking 
fi nancial risk, it’s in their interest to manage 
the care as eff ectively and as effi  ciently as 
possible—and to meet the patient’s needs, 
because patients have a choice of whether to 
stay in your network or program. For those 
groups, it can be very worthwhile to have 
telemedicine as another option.”

But most practices still receive a lot of 
fee-for-service income, and they may be lo-
cated in areas where telemedicine is not or-
dinarily covered by insurance. Prevea Health 
in Green Bay, Wisc., for instance, uses tele-
medicine mainly for online messaging and 
video visits with its urgent care centers, says 
Ashok Rai, MD, president and CEO of the 
group.

Prevea charges patients $35 per virtual 
visit because their health plans don’t usually 
cover it. For the same reason, the group has 
not yet extended telemedicine to its primary 
care offi  ces.

Rai hopes the new Medicare Advantage 
telemedicine option will help change that. 

“We can do a lot of care virtually if patients 
don’t need to come into the offi  ce and their 
care is covered as part of the premium. 
Th ings would be more effi  cient and more 
timely for our chronic care. In the end, it’s 
good for the patient, it’s good for the physi-
cian, and it’s good for reducing costs in the 
overall healthcare system.”

OPTIONS FOR SMALLER PRACTICES 
While fairly few small practices have used 
telemedicine, they should defi nitely start 
considering it, especially now that Medicare 
Advantage covers virtual visits, says David 
Zetter, CHBC, a practice management con-
sultant in Mechanicsburg, Pa. For one thing, 
he says, telemedicine could help practices 
expand their business.

He cites a solo family physician in a rural 
area who is using telemedicine to provide 
after-hours care. For a fee that is automat-
ically applied to their credit card, patients 
can have a virtual visit whenever the doctor 
is available. “He’s defi nitely fi lled his practice 
up a bit and increased revenue,” Zetter notes. 
Many psychiatrists in small practices,  are 
doing virtual mental health visits, he adds. 

Grace Terrell, MD, a North Carolina in-
ternist who founded the Cornerstone Med-
ical Group, now part of Wake Forest Baptist 
Health, is a big supporter of telemedicine 
and believes the Medicare Advantage core 
benefi t could prove highly important.

“Telemedicine should open up business 
models that aren’t based on a patient being 
in a facility in front of a doctor,” she says. 
“Th ere are a thousand use cases out there 
that could redesign medicine in many ways. 
Over time, it could re-engineer the health-
care system so that expertise is delivered in 
more convenient ways through technology.”

One new business model that small 

“Telemedicine should open up business models that aren’t based on 
a patient being in a facility in front of a doctor. There are a thousand 
use cases out there that could redesign medicine in many ways.”
—GRACE TERRELL, MD, INTERNIST AND FOUNDER, CORNERSTONE MEDICAL GROUP
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practices could try, she says, involves pro-
viding care to more patients without in-
creasing overhead costs or overburdening 
physicians. In a typical primary care prac-
tice, she notes, providers must see a cer-
tain number of patients each day to cover 
their overhead costs. But if the practice 
hired additional doctors or midlevel prac-
titioners and they provided virtual visits 
without patients needing to come into the 
offi  ce, the average overhead per patient 
would decrease, and profi tability would 
increase. 

“Th e problem with small practices now is 
that they want to fi ll their exam rooms, and 
that’s why they view virtual visits as one off s 

on top of that,” she says. “But you can imag-
ine a situation where you have twice the 
number of doctors for the space you’ve got, 
and half the doctors are not using the space.”

TELEMEDICINE CHALLENGES
To participate in telemedicine, Zetter says, 
practices fi rst must determine which kinds 
of patients are likely to use the service and 
which of their payers cover it. If a patient’s 
insurance doesn’t cover telemedicine, prac-
tices must tell them that there’s an out-of-
pocket cost.

It’s also important to understand each 
state’s regulations on telemedicine, including 
what kinds of services plans must cover and 
whether they have to cover telemedicine-pro-
vided services that are comparable to in-per-
son services, he points out. Th irty-one states 
and the District of Columbia require full 

parity, and two other states have partial par-
ity laws. In addition, all 50 states have some 
Medicaid coverage for telemedicine.

Zetter warns against simply doing video 
chats with patients on their smartphones 
because of HIPAA security and privacy con-
siderations. Fortunately, a wide range of se-
cure messaging and videoconferencing soft-
ware is available, he notes, and some of it is 
not expensive. 

Th e AAFP off ers a virtual visit platform 
based on software from Zipnosis. Designed 
for minor acute issues, the platform in-
cludes a questionnaire for patients to fi ll out. 
In most cases, a doctor can diagnose their 
problem and prescribe a medication based 
on their answers, Waldren says. Patients can 
also request a video visit and conduct it on 
the platform. 

Th e cost of AAFP Virtual Care is $159 per 
month per authorized user. Patients pay 
practice-determined fees for the service, 
but the platform can be linked to a practice’s 
EHR for billing purposes, he adds. 

WORKFLOW CHANGES
Cindy Dunn, RN, FACMPE a consultant with 
the Medical Group Management Associ-
ation, is skeptical about the suitability of 
telemedicine for small practices. She notes 
that the practice must look at the workfl ow 
changes required to accommodate virtual 
visits. Th ey also have to fi gure out how to 
document these encounters. And their bill-
ers have to learn which codes to choose for 
insured telemedicine services.

However, she concedes that telemedicine 
could work well for post-op visits, which are 
frequently bundled into surgical fees; as a 
result, surgeons earn nothing for offi  ce fol-
low-up visits. In addition, she says, virtual 
visits could free up slots for doctors to see 
patients with more complex conditions in 
person. And telemedicine could help prac-
tices extend their hours.

“In the long term, telehealth will become3 
just as much a part of care as doing routine 
child checks and those kinds of things,” she 
says. “We’ll also move from telemedicine’s 
current acute care focus to chronic disease 
management and wellness as part of val-
ue-based care. Telemedicine is going to be-
come a big component of medicine moving 
forward.” 

Telemedicine

“It’s all about care without delay. 
If you connect a primary care doctor 
[to a specialist] immediately via smartphone 

technology, that drives a lot 
of effi ciency.”
— RICHARD ISAACS, MD, CEO AND EXECUTIVE DIRECTOR, 
THE PERMANENTE MEDICAL GROUP
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The average physician’s practice sees no-shows 

rates of 23 percent—and those numbers can be 

signifi cantly higher depending on your specialty. 

That’s almost one in every four patients just not 

showing up! Each one of those lost appointments 

is expensive, ranging from $140 to $310, depending 

on specialty, according to the Agency for Healthcare 

Research and Quality. 

Fortunately, there are things you can do to help 

alleviate no-shows and cancellations.

3
Actively use a 

wait list. Experts 

have found that about 

one in four scheduled 

appointments will end up 

being canceled by 

patients. These cancella-

tions create headaches 

for staff and losses on 

your balance sheet. The 

best way to tackle 

last-minute cancellations 

is to keep an active wait 

list. Track those patients 

that would like to be 

seen earlier and then, 

when an appointment 

becomes available, send 

those patients a quick 

message seeing if they’d 

like to fi ll it. It’s easy and 

effective. 

As you focus on both 

increasing the number of 

new patients and maxi-

mizing the appointment 

attendance of current 

patients, your practice 

can expect to see sig-

nifi cant improvement in 

its bottom line. Consider 

implementing one or two 

of these methods at a 

time and then continue 

to add additional strate-

gies over time. As you 

do so, you will start to 

see the improvements 

in your revenue that you 

are aiming for. 

2
Use the most 

effective reminder. 

Sending a reminder via the 

communication method 

that patients prefer is one 

of the best ways of 

ensuring they actually show 

up. This means that some 

reminders will need to go 

out via text message, some 

through email, and others 

with an old-fashioned 

phone call. On all of your 

intake forms, in emails, or 

even in person, be sure to 

ask each patient how they 

want to be contacted—and 

then use that method. 

Reduce no-shows and cancellations

Josh Weiner is chief operating officer of 

Solutionreach. Send your practice management 

questions to medec@ubm.com.

1
Consistently 

remind patients of 

appointments. The most 

common reason to miss a 

doctor’s appointment—36 

percent of all no-shows—is 

that the patient simply 

forgot. Reminders make a 

big difference in helping jog 

those memories. A study 

found that no-show rates 

fell 26 percent after sending 

a reminder. Automating 

these reminders is a key 

piece to making sure 

reminders go out at the 

right time and to the right 

patients.  
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What is your favorite vacation destination?

The board members that contribute expertise and analysis to help shape content of Medical Economics.

Maria Young Chandler, MD, MBA
Business of Medicine / Pediatrics
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“Maui.”

George G. Ellis, Jr., MD
Internal Medicine
Boardman, Ohio
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“Anywhere warm and beachy, lately it’s Charleston, S.C.”

Jeffrey M. Kagan, MD
Internal Medicine / Hospice
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“Roatan, Hondouras.”
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Family Medicine
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“Somewhere I’ve never been, preferably with a beach.”

Joseph E. Scherger, MD
Family Medicine
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for one hospital after using 
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“Virtual health has been great 
for my diabetic patients.” PAGE 33

DONNIE AGA, MD, KELSEY SEYBOLD, HOUSTON

“In a world of fee-
for-value, the key is 
not necessarily to 
generate revenue, 
it’s to protect against 
loss of revenue.”

OWEN DAHL, MBA, 
HEALTHCARE CONSULTANT, 
THE WOODLANDS, TEXAS
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Contact me today to place your ad.

Tod McCloskey, Sales Manager
440-891-2739

tmccloskey@advanstar.com

Reach your target audience. 

Our audience. 

Mark J. Nelson MD 

FACC, MPH

E-mail: 

mjnelsonmd7@gmail.com

Advertising in Medical 

Economics has 

accelerated the growth 

of our program and 

business by putting me 

in contact with Health 

Care Professionals 

around the country 

who are the creators 

and innovators in their 

field. It has allowed 

me to help both my 

colleagues and their 

patients.
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By Jon Carter, cartertoons.com

COMING 
NEXT ISSUE

Build your cybersecurity plan
Physician practices are increasingly being targeted by hackers looking 

for coveted protected health data. In this article we will detail how to 

prepare and protect your practice from emerging digital threats, and 

what your action plan should be in the event of a breach or hack.

“Don’t tell me the doctor isn’t available—I just hacked into 
his schedule and I know he has free time right now!”
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THEN

WHAT IS YOUR CURRENT TREATMENT APPROACH?

1995 2018

NOW

As the highly active 

antiretroviral therapy 

(HAART) era begins, 

monotherapy regimens 

 are being phased out1

DHHS recommends 3 components

 for treatment-naive patients4

2 nucleoside reverse transcriptase 

 inhibitors (NRTIs) + 1 integrase strand 

 transfer inhibitor (INSTI) for achieving 

 and maintaining virologic suppression4

References: 1. US Department of Health and Human Services. A timeline of HIV/AIDS. https://www.hiv.gov/sites/default/fi les/aidsgov-timeline.pdf. Accessed

November 28, 2018. 2. US Department of Health and Human Services. FDA approval of HIV medicines. https://aidsinfo.nih.gov/understanding-hiv-aids/

 infographics/25/fda-approval-of-hiv-medicines. Accessed November 28, 2018. 3. Centers for Disease Control and Prevention. Report of the NIH panel to defi ne 

principles of therapy of HIV infection and guidelines for the use of antiretroviral agents in HIV-infected adults and adolescents. In: MMWR (Morbidity and Mortality

Weekly Report). Atlanta, GA: Centers for Disease Control and Prevention; 1998. https://www.cdc.gov/mmwr/pdf/rr/rr4705.pdf. Published April 24, 1998. Accessed 

November 28, 2018. 4. US Department of Health and Human Services. Panel on Antiretroviral Guidelines for Adults and Adolescents. Guidelines for the use of

antiretroviral agents in adults and adolescents living with HIV. https://aidsinfo.nih.gov/contentfi les/adultandadolescentgl.pdf. Updated October 25, 2018. Accessed

November 20, 2018. 

The TREATMENT POWER Logo, GILEAD, and the GILEAD Logo are trademarks of Gilead Sciences, Inc.  

© 2019 Gilead Sciences, Inc. All rights reserved. UNBP4177 01/19

To explore the benefi ts of choosing a complete triple-therapy HIV regimen, 

 visit hivtreatmentpower.com.

INITIATION TREATMENT SUPPRESSION

HIV TREATMENT:
HOW FAR HAVE WE COME?

HIV treatment has come a long way since its inception. Over the past 30 years, 

treatment has evolved from less eff ective monotherapy and single-class dual therapy  

 to now widely recommended triple therapy.1-3 Today’s regimens off er sustained 

 virologic effi  cacy, better tolerability and toxicity profi les, and relative ease of use. 

 In fact, according to the DHHS Guidelines, a regimen that includes all  

3 components that is taken one time a day is easier for patients to use.4

Let’s explore how triple therapies were proven over time:

https://www.cdc.gov/mmwr/pdf/rr/rr4705.pdf
https://www.hiv.gov/sites/default/files/aidsgov-timeline.pdf
https://aidsinfo.nih.gov/understanding-hiv-aids/infographics/25/fda-approval-of-hiv-medicines
https://aidsinfo.nih.gov/contentfiles/adultandadolescentgl.pdf
http://hivtreatmentpower.com
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